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' 16 CFR 31 . 38—R0160
) ) REGISTRATION CERTIFICATE—IN VITRO TESTING
\/' ’ - WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Seclion 31.11 of 10 CFR 31 establishes a genrral license authorizing physicians, clinical laboratorics, and ‘hospitals to poxsess
- certain sinall quantities of byproduct material for iz vitro clinical or laboratory tests not.involving the internal or external
adininistration ‘of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct
material under 10 CFR 31.11 is not authorized until the physician, dinical laboratory, or hospntal has filed Iorm AEC-«NIZ! and
tccclved from tlu: Comn-usslon 2 vahdated copy of Form AEC-483 mlh reg-strn tion number. . , oo

3. 1 hereby apply for a registration number pu:suant to §
“31.11, 10 CFR 31 for use of byproduct malemls for
'please check one block only) .
s. Myself, a duly licensed physician suthorized to '
dxspense drugsin the pxac:xce of medxcine. R o
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INSTRUCI‘!ONS -

.1, Submit this form in niphate tor -
"United States Atomic Energy Commission s
Attention. Directorate of l.lcensmg.
ot o Materials Branch =

: Wuhmgton, D.C. 20545 -

. 2. "Please print or type the name and lddreas-
(inc!udmg zip code) . -of . the  registrant-
e physicnan, clincial laboratory, or hospital for:
. whom or for whch this rezistration form is -

“filed.. Position the first letter of the address
" ‘below the left dot and do not extend the -

" address beyond the right dot. (At AEC, 2’

[RER T

' " Clarence A, Hebr
Yy : Leave this :pac: blank-number 1o be amgnea' byA

: ' _ segistration number will be assigned and ' : L
\~/’ .7 7, validated copy of Form AEC-483 will be . . o :
t‘ ) o .. "'-. ) !etu’nad‘) - .-“: ':"~', ¥ " .‘ 13 . . ) ’.
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6. Certiﬁcation:

"1 hereby cemfy that: - S

Ty, All faformation in thls tevlstr:mon oemf' ate istme and conplete Py ﬁ
I 1? ’)
b. The rcgistrant has appropriate mdumon mnsunng instruments to carry out the tests for whxch byproduct matcml w:ll be used under the
~ general license of 10 CFR 31.11. The tests mll be performed only by personnel competent in the use of the instruments and in the handlng
of the byproduct materials. .
¢. 1 understand that Commission rcgulations require that any change in the information furnished by a regmrant on this registration cectificate
be reported to the Directoratc of Liccnsmg. Matenals Branch, thhxn 30 days from the effective date of such ch:mgc. L :
d. I have rcad and understand the provisions of Section 31.11 of AEC xegulauons 10CFR 31 (rcprmtcd on the reverse side of this form). and I
understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquirces, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Encrgy Comnmission.

P

WARNING-18 U.S.C., Section 1001; Aét ot June 25, 1948; 62 Stat. 749; mokes i a criminal offense 10 make a willifully false statement or
~ o=+ . representation to any department or agency of the United States as to any matter within its jurisdiction.
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§3L.11 General license for uss of fodine-125

or iodine-13( for in vitro clinical or.

labatatory testing.

(a) A geoeral license is hereby issued to any
physician, clinical laboratory, or hospital to
receive, acquire, possess, transfer or use, for any
of the following stated tests, in accordance with'
the provisions of paragraphs (b), (c), (d), (v),

« and () of this seu.txon, the followmg byproduct
" materialsin prcp:;ckaged units:

(1) lodine-125, in uaits not exceeding 10 -
mnicrocuries each for use in.vitro clinical .ot
laboratory tests not’ iavolving . internal. or
external administration of byproduct matetnl,

(c) A person  who reccives, -acquires,
possesses or uses byproduct material pursuant
to the general license established by pusagraph
{a) of this section shall comply with the
following:

(1) The gcneral licensee shall not possess at
any one timea,. pursuant to the gencral license in
paragraph- (a) of this section, at any one
location of storage or use a total amount of
iodinc-125 andfor iodine-131 in excess of 200
mxcrocunes. . .

~V(2) The general licensee sh.dl store the

" byproduct material, until used, in the original

shipping container or in a container yrov:dmg

or the radiation thezelrom, to huma'l bemg: or - -equlvalent mdxaucn protection.

animals, " _ i

(b) No person shall reccxve, :xcquue, possess,
use or transfer byproduct material pursuant to
tha general licenss established by paragraph (a) -

of this section untit-he: has-filed Form .

AEC-483, “Registration Certificate~Ia Vitro -

. +. - Testing with Byproduct Matesial Under General -
imimse LiC2N38Y, With-the. Directorats-.of -Licensin

- Materials Braach, * U.S.: "Atomic~ Energy .
. Commission, Washington, D.C.20545, and
received from the Commission a validated copy

of Form AEC483- with registration number ~
assigned. The registrant shall furnish-on Form -

. AEC-483 the following information and such
gther x“l‘ormauon :u may-‘bc reqmred by that
form: .
(1) Nameand ::dres of the registr:mt' o
(2) Thslocation of use; and- :
(3) A statement- that the' regzsmnt “has -
appropmte radiation meusuring instruinents to.
carry oug in viiro clinical or laboratory tests

- with byprcduct materials as authorized under
tire gereral licease in paragraph (a) of this .

_.section, and that such tests will be performed

only by personnel competeni in the use of such
in the handling of the
byproduct mnaterials,

el

3 (31 The - geneml licensee shall use the
" byproduct material only for the uses authorized
.. by paragraph (a) of this section.

2 (4) The general licensee. shalt not transfer

-the byproduct material to a parson who is not .

“avthotized to receive it pursuant to a licenss
ied. by the Commission or an Ag:cﬂmcnt

State,! nor tradsfer the byproduct material in |

any:. manner - other. than in the unopened,
labeled s}uppmg container as rcoelved from the
suppher. TS

o *(d) The genernl licensee shall not receive,
acquirs, . possess, Or use byprodu\.t material
pursuant to pam,,mph (a) of this section:

(l) Except as prepackaged urits which are

,_la‘beld in accordance with the provisions of a.
'__speciﬁq license issued under the provisions of

§32.71 of this chapter or in accordance with

the provisions of a specific licensa issued by an_

LA State to which the Commission has

.. transferced . certain tegulatory authority over

radioactive materint LY formal agreement,
pursuant to section 274 of the Atomic Energy
Act of 1954, us amended.

which authoriccs
ot

Agreciment State,
manufacture and distribution of jodine-'""
fodine-121 for disttibution to persons §
licensed by the Agreement State. . \/
(2) Unless the following statemend; a
substantially similar statement which contains
the information calted for in the following

s

“statément, appears on 2 label affixed to cuch

prepackazed unit or .'l'ppc.zrs in a lesflet or
‘brochure which accompanics thep.nka,.. o

This radioactive material:- may be reccived,
acquired, possesed, and used’ only by
physiciais, clinicat taboratories os hospituls and
only for in vitro clinical or laboratory tests not -
involving internal or external administeation of

“the materiul or the radiation thereftom to

human beings or animafs. [ty recipt,

ascquisition, possession, use, aad transfer arc

suhbject to the regulations and a general license

of the U.S. Atomic Euergy Commission orof a

tate with which the Commission has entered

into an agreement for the exercise of re-u..:luty
“vw Sewediasg SRR .
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2uthorsity. L o

Name of manufactuser- - e

(¢) The scgistrant possessing - or using -
byproduct materials under the general license
of paragraph (2) of this section shall report in -
writing
Materials Braanch, any changes in information
furnished by hiza in ‘the ‘‘*Regbtration

Certificate—In Vitro Testing with Byproduct .

Material Under Gereral® License”™, Form
AEC- 483. The report shall be furnished within
30 days after the cffective date of such s

(D Any person using byproduct
puisuant 1o the general license of parage
of this section is exempt from the requizements

of Part 20 of this chapier with respect to | -

byproduct materials- coxered by that g‘nernl
license, .

to the Dircctorate of Licensing, o
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If larger quantitics or other forms of byi:roducf material than those specified in the general licerse of 10 CFR 31.1%1 are réﬁuired, an
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NOTE

sl i Tt o™

_ “Application for Byproduct Material License,” Form AEC-313, should be filed to obtsin a specific byproduct material license, Copies of agplication
and registration forms may be obtained from the United Statas Atomic Energy Commission, Washington, D.C. 20545, Attention: Materuh Bram.h

Diractorate of Llcemmg.
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